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1 . This opinion contains indications relating to flie following items: 



|X| Box No, I 
I I Box No. II 
Box No. m 
Box No. IV 
Box No. V 



□ 

□ 

[xl 



I I Box No. VI 
I I BoxNo.Vn 
|~| Box No. VIII 



Basis of the opinion 
Priority 

Non^stablishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of imity of invention 

Reasoned statwnent under Rule 43£r£s.l(a)(i) with regard to novelty, inventive step or industrial applicability 
citations and explanations supporting such statement 
Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



2, FURTHER ACTION 

?r^?I^p ^^^^'^^t'^"^" P'-^li'^^^^ examination is made, this opinion will be considered to be a written opinion of the International 
beti^TSSrr^W S 1 ^^^^^Ptthat this does not apply where the applicant chooses an Authority other than this one to 

' Wrl^al!!^^ > chosen IPEA has notified the International Bureau under Rule 66.1 ftzXb) that written opinions of this International 
2>earcnmg Autnonty will not be so considered, 

inhis opinion is, ^ provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the IPEA a 
^n<^ ^^n!i''^^tV' appropriate, with amendments, before the expiration of 3 months from the date of mailing of Form 

PCT/lSA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCTAS A/220. 

3 . For further details, see notes to Form PCT/IS A/220, 
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Box Do. I Bads of the opinion 


1. Widi regard to the ianguage, fliis opinion has been established on Ac basis of the intanational application in toe laneuaBc in 
^ch It was filed, unless odierwise indicated under this item. & s>= "i 


1 1 opinion has been established on Ae basis of a translation from the original language into 

the foUowing language , which is the language of a translation fiimished for die purposes of 
international search (under Rules 123 and 23. 1 (b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international appUcation and necessary to the 
clauned mvention, this opinion has been established on the basis of: 


a. type of material 




1 1 a sequence listing 




1 1 table(s) related to the sequence listing 




h. format of material 




1 1 in written format 




1 1 in con[q>uter readable form 




c- time offiling/fiimishing 




1 1 contained in die international application as filed. 




1 1 fii^ together widi the international application in conqjuter readable form.. 




rn subsequently to diis Authority for die purposes of seafc 




3. Q hi addition, m the case diat more dian one version or copy of a sequence listing and/or table relating diereto has been 
filed or fiirnished, die required statements that die mformation in die subsequent or additional copies is identical to diat 
m die application as filed or does not go beyond die apphcation as filed, as appropriate, were fiimished. 


4. Additional comments: 
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Box No. V Reasoned statement under Rule 43^£s.l(a)(i) with regard to novelty, inventive step or Industrial 
applicability; citations and explanations supporting such statement 

1, Statement 

Novelty (N) Claims 19-20 YES 

NO 

Inventive step (IS) claims 19-20 YES 



Claims 


19-20 


Claims 


1-18, 21-28 


Claims 


19-20 


Claims 


1-18, 21-28 


Claims 


1-28 


Claims 





NO 

Industrial ^licability(IA) Claims 1-28 YES 



NO 



Citations and e?q>lanations: 

Dl US 5925736 (Neffet al., 20 July 1999). 

D2 WO 2001/093833 (The Procter & Gatnble Company, 13 December 2001). 

D3 WO 2001/093831 (The Procter & Gamble Company, 13 December 2001). 
D5 Myers etal. 

D6 Vasios et al. . 
D7 Lu et al. 

Novelty (N) claims 1-18, 21-28 

hidqjendent claimj defines a composition comprising a polypeptide, which further comprises a collagen type 
IXalpha 1 Cham NC4 domain or biologically active fragment thereof having antiarthritic or antiinflammatory 
activity and a suitable earner, for use in treating/preventing arthritis or other degenerative diseases. Please note 
that in Austraha, "composition for use" type claims are considered to claim the composition per se. 

Independent claim 2.defines a similar composition to that of claim 1, for inducing tolerance to at least one 
antigemc conqjonent of cartilage in an individual. . 

Independent claims 12 and 16, respectively, claims methods of inducing tolerance to at least one antigenic 
component of cartilage, and of preventing a musculoskeletal degenerative condition in an individual using 
compositions similar to those of claims 1 and 2. Independent claims 27 and 28 are similar in scope t^ claims 12 
and 16, but are drafted as Swiss-type method of treatinent claims. 

Independent claims 19 and 20 define methods of preparing antiarthritic or antiinflammatory polypeptides, which 
are isolated from connective tissue that is subjected to autolysis, have a MW of about 30 kDa, and which are free 
oi glycosanunoglycans. 

Independent claims 21 and 23, respectively, claim polypeptides and compositions comprising polypeptides 
obtamable by methods similar to claims 19 and 20. Please note that "obtainable" does not necessarily restrict the 
polypeptides of claims 21 and 23 to only those which are isolated according to only those metiiods. 

Dl discloses the administration of collagen type DC (which would include the alpha 1 chain NC4 domain) in a 
method of ti-eatmg arthritis, and in a method of inducing tolerance to an antigenic component of cartilage (see the 
whole document, particularly column 2 lines 1-58. column 4 lines 45-53, column 7 Hues 17-67, Table I. column 

1 ^2 - column 10 line 34, and claims 1-9). Therefore claims 1-18 and 21-28 are considered to be deprived of 
novelty. The document does not disclose a method as defined in claims 19-20. 
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Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 
Continuation of: box V 

Novelty (N) claims 1-18, 21-28 (continued) 

D2 discloses the use of cartilage (bovine or shark) which are reasonably expected to contain the collagen type DC alpha 
1 chain NC4 domain, in a method of treating arthritis (See the whole document, particularly tiie abstract, summary of 
the invention, page 6 under the heading "Cartilage", and claims 1-2,) Therefore claims 1-11, 16-1 8, and 21-27 are 
considered to be deprived of novelty. The document does not disclose a method as defined in claims 19-20, nor the 
methods of claims 12-15 and 28. 

D3 discloses the use of cartilage (bovine or shark) which are reasonably expected to contain the collagen type DC alpha 
1 chain NC4 domain, in a method of treating arthritis (See the whole document, particularly the abstract, summary of 
flie invention, pages 8-9 under the heading "Cartilage", and claims 1-3.) Therefore claims 1-1 1, 16-18, and 21-27 are 
considered to be deprived of novelty. The document does not disclose a method as defined in claims 19-20, nor the 
methods of claims 12-15 and 28. 

D5 (identified in the current application) and the references therein (see specifically reference 12 of D5) discloses the 
use of recombinant human collagen type DC alpha sequences (1-3) in a method of inducing tolerance in an animal 
model of collagen induced arthritis (see the whole doevmient): The conq>ositioris disclosed therein can be reasonably 
C3q)ected to include the type DC alpha 1 chain NO! domain, as they were produced using primers for the 5 ' and 3 ' 
noncoding sequences of the type DC alpha 1 chain cDNA. Therefore daims 1-18 and 21-28 are considered to be , 
depnved of novelty. The document does not disclose a method as defined in claims 1 9-20. 

D6 (identified in the current application) describes the isolation and characterisation of the NOl (amino terminal 
noncoUagenous domain) of type DC collagen (see the whole document). Therefore claims 1-11, and 21-26 are 
considered to be deprived of novelty. The document does not disclose a method as defined in claims 12, 16, 19-20, 27 
or 28. 

D7 (identified in the current application) discloses the therapeutic administration of rat collagen type DC in an animal 
model of pristine induced arthritis (see the whole document, particularly the results on page 121). Therefore claims 1- 
18 and 21-28 are considered to be deprived of novelty. The document does not disclose a method as defined in claims 
19-20. 

Inventive Step (IS) claims 1-18, 21-28 

Claims 1-18 and 21-28 are already found wanting of novelty as above, and therefore are also deprived of an inventive 
step. 

Industrial Applicability (lA) 

All of claims 1-28 appear to be industrially appUcable 



Form PCT/ISA/237 (Supplemental Box)(January 2004) 



wRi j:n opinion of the 

INTERNATIONAL SEARCHING AUTHORITY 



.0-- 



International application No. 



PCT/AU2004/000788 



Box No. VI 



Certain documents cited 



Certain published documents (Rules 43to.l and 70.10) 



Application No. 
Patent No. 



WO 2003/062279 Al 



Publication date 
(dav/monih/vear) 

31 July 2003 



Filing date 
(dav/month/vear) 

23 January 2003 



Priority date (valid claim) 
(dav/month/vear) 

23 January 2002 



WO 2003/062279 (IM) is published after the priority date of the current application, but enjoys an earlier priority date. 
This document discloses autolysis of connective tissues and the isolation of glycosaminoglycan-peptide complexes as 
well as polypeptides per se. D4 is silent to the isolation and use of polypeptides con:iprising collagen type IX alpha 1 
chain NC4 donuiin, and the antiardiritic/antiinflanimatory polypeptides isolated following autolysis are larger than 30 
kDa (see Table 2 on page 42). Therefore D4 is not considered to be relevant to the patentability of any of the current 
claims. 



2, Non-written disclosures (Rules 436£y-l and 70.9) 



Kind of non-written disclosure 



Date of non- written disclosure 
(day/month/year) 



Date of written disclosure 
referring to non- written disclosure 
(dav/month/vear) 
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